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rom 


Greetings AMWA friends and colleagues 


With summer in its zenith and it’s not surprise our AMWA 
colleagues approach play and work with zest. Thank you Ajay for 
assembling an entertaining collage of AMWA member adventures 
through both written word and travel. And a big thank you to our 
newsmagazine contributors for their insightful teachings on 
improving those written words (a special welcome to Alyssa’s 
inaugural contribution to “deMyStyifyingJWord” and enhancing our 
understanding of the regulatory landscape that frames the medical 
writers’ world. Mary Ann’s article nicely illustrates how the medical 
writer can translate that understanding into tangible, meaningful 
impact in the workplace. 


As our summer newsmagazine slakes the sultry August thirst for 
knowledge and professional development, preparations are 
underway to feed that hunger during fall and winter. Currently on 
the menu: 


September: Networking happy hour (dates coming soon) 
October 5: Carlsbad, CA, Peggy Wallace offering interviewing 
tips and tricks (interactive exercises in store) 

November: Donna Simcoe webinar on Publication Planning (plus 
who can forget our Annual conference November 6-9 in 
Columbus Ohio!) 

December: Jacki Dyck-Jones holiday get-together 


All, please take a moment to read Ajay’s tribute to long time AMWA 
member and friend Loraine Schacher, Thank you, Loraine, for your 
dedication, hospitality and warmth. We all wish you every 
happiness in your retirement. We also want to congratulate Lanie 
Adamson for being this year’s Golden Apple award winner and we 
can thank you enough for all you have done for the Chapter. 


Happy summer everyone! 
4 , Warmly, 


Jennifer Grodberg, PhD, RAC 
& President, AMWA Pacific-Southwest Chapter 
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Tke Skarpesl Pencil in ike Cup 


MaryAnn Foote 

This article is another one in an occasional series highlighting an issue of concern to medical writers. 
Scenarios are based on my 20+ years of experience -- personal and learning from others -- in the 
biopharma industry, freelance world, and academia. Any scenario described has been altered to 
obscure the culprits and may, in fact, be a composite of several culprits. 

The debate of training for medical writers continues as does the debate on the roles and 
responsibilities of medical writers. As one of my colleagues so succinctly put it -- the goal of the 
medical writer should be to be a full member of the team. So often the medical writer is sidelined in 
discussions and planning. While the medical writer needs to focus on the primary responsibility - 
clear, concise, and accurate portrayal of the data - it does not hurt to have insight into various 
regulatory aspects of drug development. In this scenario, a casual coffee break conversation 
illustrates an experienced medical writer’s depth of knowledge, which saves the day 


Client: Small start-up pharmaceutical company 

Conflict: Modifications permitted by IND 

Introduction: Drug and biologic development 
entails a number of formal documents that, once 
agreed to and approved by a health authority 
(eg, FDA), must be followed or an amendment 
to change some part must be submitted. 

Without an amendment, it is necessary for all 
personnel involved (ie, sponsor, investigators, 
contract laboratories) to religiously follow all 
processes and procedures. 

Issues: Manufacturing of drug product or the 
finished capsule/pill/solution often is quite 
elaborate with many steps - fermentation, 
filtering, incubating, filling, polishing, coating, 
etc. In this scenario, the medical writer is having 
a coffee break with his friend, a technician in the 
manufacturing facility. 

Manufacturing Technician : Hi, sorry I am late. Big 
problem on the floor and I had to rig up a huge 
magnet for one of the mixing tanks. 

Regulatory Writer: A magnet? In with the product? 
Manufacturing Technician: When we were doing 
some quality checks we found some iron metal 
filings in the mixture. We have narrowed down 
the source to one of the iron routers that seems to 


be losing bits of itself. They are microscopic and 
not too many so we think if we dunk a big magnet 
into the tank we will be able to pull out the filings. 

Regulatory Writer. Whoa! Who approved this 
strange process? Did anyone check the IND to 
see what the approved manufacturing process is 
and what to do about impurities? I have this gut 
feeling that putting a magnet into the tank to pull 
out metal filings is not an approved manufacturing 
process. 

Manufacturing Technician (who is now getting upset): 
You don’t understand. This is a huge vat, 
thousands of dollars of drug product. We need to 
salvage it!. 

Regulatory Writer. You need to understand that if the 
process - that of a magnet - is not in the original 
IND or an amendment, you are not allowed to 
modify the manufacturing process. Honestly, your 
entire team needs to stop and think about this 
magnet and check it out with Reg Affairs before 
doing anything. You, and the company, could be 
in serious trouble if the process is changed 
without FDA approval or if filings remain in the 
product. 

Manufacturing Technician (who thinks about what 
writer just said): You are right. I need to get back 
to the floor and steer this ship away from the 
iceberg. See you later. And thanks for the 
information about the IND and amendments. 

(continued on next page) 
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The manufacturing technician immediately 
contacted Regulatory Affairs Department and an 
associate checked the IND. As you can well 
imagine, no process for magnets in the vats was 
provided for in the original IND or any 
amendments. The Manufacturing SOPs clearly 
addressed the specifications for the drug 
product... and metal filings were not a listed 
allowed component. The Manufacturing 
Technician hurried back to the facility and 
stopped his teammates from proceeding further 
with the submersible magnet. True, a large 
amount of costly drug product would need to be 
destroyed and the mixipg tank taken off line for 
repairs, but this action possibly saved the 
company and patients further problems. 


Acknowledgments: Many thanks to Susan 
Siefert, Linda Fossati Wood, and Jim Yuen for 
their excellent comments on an early draft. 


Colored Pencils by Petr Kratochvil via publicdomainpictures 


Editor's Corner 


Summer 


Reads and Travel 


s 


Summer for most people is a time to slow down or get off the grid completely. 

For the school-age kids, it’s a license to sleep in late and enjoy fun summer 
camps, for others, it’s an excuse to power down life’s processes and hit the 
beach or the road. “People get happier as days get longer and warmer in the 
approach to the summer solstice, and less happy as days get colder and shorter. 
. . The happiest season, then, is summer,” says Maria Konnikova. 1 

We expect no less (summer fun) from our members! So we asked: how did our 
fellow medical writers and Chapter members spend their happy days of summer; 
what books were on their shelves or in their beach bags; and where their travels, 
if any, took them. The results are as varied as the colors of summer. 

Books next to Lego set 

Some of our members looked at their children's bookracks, read along with their 
kids, sharing the creativity and imagination of children's story tellers and writers. 
The "Chronicles of Prydain" by Lloyd Alexander, five books in all, were on the 
reading list of Noelle Demas. Victoria Love enjoyed reading “Harry Potter and 
the Sorcerer's Stone” and "The One and Only Ivan" along with her kid. I leafed 
through the Roald Dahl's series on my son’s bookrack; my favorites being 
"Witches" (yes, they are among us!), “Charlie and the Chocolate Factory,” and 
"Danny the Champion of the World." 

Summer was also the time to finally tackle some brainy stuff, like 
"Hypothyroidism Type 2: The Epidemic" which was on Jim Lutz's list or "Salt, 
Sugar, Fat" by Michael Moss sitting on Roma Levy's list. “Salt, Sugar, Fat” is a 
fascinating read about the inner workings of the food corporations, their PR 
strategies, marketing, public health and policy implications. Sara Lou used this 
summer as an opportunity to go through two huge boxes of her Clinical 
Psychology coursework. We wish her best of luck for her dissertation finals 
coming up in the fall. 

Lean-ing in, and finding treasures in beach bags and on the cruise deck 

Shery Sandberg's “Lean In” was the choice of Jennifer Reichert. This work has 
positively contributed to the discussion on ambition, career, work-life balance, 
what happiness means within the context of current life style and how best to 
approach it. Jennifer also read a great novel by Hector Tobar “Barbarian 
Nurseries”, about the insights into the Southern Californian lifestyles and class 
differences. Michele Mathieu read “Woman I Want to Grow Old With” by Diane 
Gage Lofgren and Margeret Bhola. And she also finished a 1400-page tome by 
Diana Gabaldo, “Outlander” on time travel back to the Scotland of Bonnie Prince 
Charlie, while cruising the British Isles. 

(continued on next page) 
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YOSEMITE 
MAMMOTH 
SEQUOIA N.P. 
Jennifer Reichert 



PORTLAND 
Jane itoHins 
Gail Flores 

MARIN 
A] ay Malik 

CENTRAL CAL 
COAST 
Lanie Adamson 

ANAHEIM 
Sara Lou 

DANA POINT 
(Laguna Art Festival) 
Jennifer Grodberg 

SoCal Beach Camping 
Victoria Love 


SCANDINAVIA 
Susan Chang 


CAFE COD (Wellfleet) 

& BOSTON BRITISH ISLES 

Jane Rollins Michele Mathieu 

RICHMOND . VA 
Rowia Levy 
OUTER BANKS 
Jennifer Reichert 
ORLANDO . FL 
Jim Lutz 

TURKS AND CAICOS 
Noelle Demos 

BRYCE N.P. Utah \ 

ZIONN.P. Utah 
GRAND CANYON 
COLORADO 
Noelle Demos 


“Above All Things” by Tanis Rideout was the choice 
of Gail Flores. Gail mentions that this is a story of 
George Mallory's ill-fated attempt to climb Mt. 

Everest in 1924, including the travails of his wife and 
children at home. On my list was “Life, On the Line” 
an autobiography of Grant Achatz, chef, owner, 
creator of Chicago’s Alinea restaurant that blends 
culinary innovation, senses and arts, and a winner of 
several awards from James Beard Foundation (the 
Nobel-equivalent of the culinary world). This book is 
a story of Grant’s humble beginnings making eggs 
over easy in his parent’s small town breakfast joint to 
his collaboration with Nick Kokonas to create Alinea 
and, and at the height of his career, his (successful) 
battle with stage 4 squamous cell carcinoma of the 
tongue which nearly torpedoed his career as a chef. 

Susan Chang was quite busy reading, “The Unlikely 
Pilgrimage of Harold Fry” by Rachel Joyce, “600 
Hours of Edward and Edward Adrift” by Craig 
Lancaster, “Foodist” by Darya Rose, “The Wretched 


of Muirwood” by Jeff Wheeler and “The Xenogenesis 
Trilogy” (“Dawn”, “Adult Rites” and “Image”) by 
Octavia E. Butler. Jennifer Grodberg read “The 
Guernsey Literary and Potato Peel Society” by Mary 
Ann Shaffer and Annie Barrows, a book about living 
in a quaint community under German occupation. 
She didn't want her self-described “charming, 
endearing, treasure book” to end. 

Jane Rollins read Natalie Angier's “Cannon” and 
says, “I will happily read anything she writes, as she 
writes about science with language that is both 
precise and literary.” And, she has many more great 
books waiting on her “to read” shelf, including 
“Asylum: Hollywood Takes from My Great 
Depression,” “Brain Dis-Ease, Recovery, and Being 
My Mother’s Son,” by Joe Pantoliano, and “1493: 
Uncovering the New World Columbus Created,” by 
Charles C. Mann. 

(continued on next page) 


102 POSTSCRIPTS | VOL 3, NO. 16 | AUGUST 2013 


TAIWAN 
Irene you 


SOUTH PACIFIC 
Loraine Scftncfter 


Grammar Scares 

Finally, it would be a shame if there were no books to 
keep the writer in us happy. Lanie Adamson read 
“Techniques of the Selling Writer” by Dwight V. 

Swain, the first paperback of which was published in 
1981 . Lanie says “[it is a] well-written book on fiction 
writing. A treat to read.” MaryAnn Foote mentioned a 
new little grammar book by Jenny Baranick, “Missed 
Periods and Other Grammar Scares: How to Avoid 
Unplanned and Unwanted Writing Errors.” MaryAnn 
says: Easy read, good points, great examples that 
you will not forget but may not be able to share with 
colleagues. 


On the other extreme, wild things also happened to 
one of our members that would make Clark 
Griswold’s trip to Wally World look like a boardwalk 
(or cakewalk). Jim Lutz checked into the ER instead 
of a luxury resort in Florida, with his pituitary reacting 
to some toxin baffling doctors. He was just an hour 
away from coma and brain damage. Thankfully, he is 
back as good as “new” and has rescheduled his 
entire vacation to Orlando. 

Roma Levy had a little excitement in her backyard: A 
finch laid 3 eggs in one of her hanging potted plants. 
Soon there were three hatchlings and now there is 
one -- a story of life and survival. 

So long! 

This summer, a long-time member, Loraine Schacher 
said good bye to medical writing and AMWA 
membership. She celebrated her retirement by 
touring the Society Islands which included Tahiti in 
the South Pacific aboard a “Paul Gauguin” cruise 
ship. As old timers may remember, Loraine served 
as the editor of Postscripts for many years in the 
1990s. We wish her a great retirement filled with 
happy travels, concerts, sharing stories with family 
and friends, and great health. 

— Ajay Malik 

1. Konnikova M. Why Summers Make Us Lazy. July 22, 2013. 

NewYorker. 

http://www.newyorker.com/online/blogs/elements/2013/07/psychology- 

why-summer-makes-us-lazy.html 

*Frank Sinatra (Lyrics by Ralph Freed, composed by Burton Lane) 


I like New York in June, how about you?* 

Interestingly, our members went way beyond New 
York. They were spotted from Scandinavia to the 
British Isles to Taiwan and Tahiti, and all four corners 
of the United States in between. 
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Wkal's Up(!) . . . al FDA 

By Sally Altman and Kelly Dolezal 

This month the FDA was domestically involved in several tobacco-related issues, exercising the Substantial 
Equivalence pathway to limit the approval of 4 new products that would present more harm to public health 
than currently marketed products, and investigating menthol versus non-menthol cigarette cessation. In 
international interactions, the FDA prohibited the sale of illegal products totaling over $41 million from global 
online sellers, and required that suppliers importing food to the U.S. must meet U.S. standards. Newly 
approved tests included a brain wave assessment to diagnose ADHD and a test for antibiotic-resistant 
tuberculosis-causing bacteria. The agency approved a new kinase inhibitor and a tumor necrosis factor 
blocker. 


Selected FDA Announcements 


6-25-13 

The FDA regulated the marketing of new tobacco products — allowing 2 and denying 4 — based on 
the Substantial Equivalence pathway, which states that manufacturers may sell new tobacco 
products only if they can show that the new product will not present more harm to public health 
than a product already on the market. 1 

6-27-13 

The FDA and participating international regulatory and law enforcement agencies issued warnings 
and seizures of websites affecting $41 million worth of illegal products. 1 

7-12-13 

The FDA proposed an action level for arsenic in apple juice to ensure that occasional apple juice 
lots with arsenic levels higher than those approved in drinking water do not reach the public. 1 

7-15-13 

The FDA allowed marketing of the first brain wave test for use in diagnosis of ADHD in children 
and adolescents. 1 

7-23-13 

The FDA issued an Advanced Notice of Proposed Rulemaking, inviting public input about menthol 
cigarettes. The agency also plans to support research on smoking cessation from menthol 
cigarettes versus non-menthol cigarettes. 1 

7-23-13 

The FDA issued warning letters to 15 companies marketing illegal products claiming to treat or 
cure diabetes. 1 

7-25-13 

The FDA allowed marketing of the first test to simultaneously detect the presence of the bacteria 
that causes tuberculosis and to determine whether that bacteria is antibiotic-resistant within 2 
hours. 1 

7-26-13 

In support of the Food Safety Modernization Act, the FDA will now require U.S. importers to verify 
their suppliers meet U.S. food safety standards. 1 

Selected FDA Approvals 

Drug 

Indication Company 

GILOTRIF 2 

GILOTRIF is a kinase inhibitor indicated for first-line treatment in Boehringer Ingelheim 
patients with metastatic non-small cell lung cancer. 3 

SIMPONI ARIA 4 SIMPONI ARIA is a tumor necrosis factor blocker indicated for Janssen Biotech 

treatment of adult patients with active rheumatoid arthritis. 5 


For additional information, including labeling revisions, tentative approvals, efficacy supplements with 
supporting clinical data, manufacturing changes or additions, or chemistry; new strength, see 
http://www.fda.gov/NewsEvents/Newsroom/default.htm. 

1 . http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/default.htm [Link] 

2 . http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.DrugDetails [Link] 

3 . http://www.accessdata.fda. gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.Label_ApprovalHistory#labelinfo [Link] 

4 . http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.DrugDetails [Link] 

5 . http://www.accessdata.fda. gov/scripts/cder/drugsatfda/index.cfm?fuseaction=Search.Label_ApprovalHistory#labelinfo [Link] 
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WU U P (!) . . . ai EMA 

By Wim D’Haeze 

EUROPEAN MEDICINES AGENCY (EMA) ALERTS (20 MAY 2013 THROUGH 20 JUL 2013) 

The alerts listed below cover the period from May 20, 2013 through July 20, 2013. Only key alerts 
thought to be of interest to the AMWA community were included; for additional updates and details 
refer to What’s New on the EMA website. 

GUIDELINES 

• Draft concept paper on the need for a reflection paper on statistical methodology for the comparative 
assessment of quality attributes in drug development (open for consultation) 3 

• Draft guideline on good pharmacovigilance practices: Module XVI, risk-minimisation measures: 
selection of tools and effectiveness indicators (open for consultation)* 3 

• Draft guideline on good pharmacovigilance practices: Module VI, management and reporting of 
adverse reactions to medicinal products (open for consultation) 0 

• Draft guideline on the clinical development of medicinal products intended to treat pain (open for 
consultation^ 

• EMA post-authorisation procedural advice for users of the centralised procedure (updated) 13 

REPORTS/PAPERS 

• None to report 

APPROVALS/REFUSALS 


Compound 

Indication/Use 

Applicant 

Advice [Note] 

Stivarga f 

Adult patients with metastatic colorectal 
cancer (CRC) who have been previously 
treated with, or are not considered 
candidates for, available therapies 

Bayer Pharma AG 

Positive opinion 

Inflectra 9 

Rheumatoid arthritis, adult Crohn’s disease, 
paediatric Crohn’s disease, ulcerative colitis, 
paediatric ulcerative colitis, ankylosing 
spondylitis, psoriatic arthritis and psoriasis 

Hospira UK 

Positive opinion 

Nexium 

Control* 3 

Short-term treatment of reflux symptoms 
(e.g. heartburn and acid regurgitation) in 
adults 

AstraZeneca AB 

Positive opinion 

Remsima* 

Rheumatoid arthritis, adult Crohn’s disease, 
paediatric Crohn’s disease, ulcerative colitis, 
paediatric ulcerative colitis, ankylosing 
spondylitis, psoriatic arthritis and psoriasis 

Celltrion Healthcare 
Hungary Kft 

Positive opinion 

ProcysbP 

Nephropathic cystinosis 

Raptor Positive opinion 

Pharmaceuticals 

Europe B.V. 

(continued on next page) 
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Labazenit k 

Asthma 

Laboratoires SMB s.a. 

Negative opinion 

Lemtrada 1 

Adult patients with relapsing-remitting 
multiple sclerosis (RRMS) with active 
disease defined by clinical or imaging 
features 

Genzyme Therapeutics Positive opinion 
Ltd. 

Tafinlar m 

Adult patients with unresectable or 
metastatic melanoma with a BRAF V600 
mutation 

GlaxoSmithKline 
Trading Services Ltd. 

Positive opinion 

Evarrest n 

Supportive treatment in surgery where Omrix 

standard surgical techniques are insufficient, Biopharmaceuticals NV 

for improvement of haemostasis 

Positive opinion 

Cholib 0 

Adjunctive therapy to diet and exercise in 
high-cardiovascular-risk adult patients with 
mixed dyslipidaemia to reduce triglycerides 
and increase high-density-lipoprotein (HDL)- 
cholesterol levels 

Abbott Healthcare 
Products Ltd. 

Positive opinion 

Provenge p 

Asymptomatic or minimally symptomatic 
metastatic (non-visceral) castrate-resistant 
prostate cancer in male adults in whom 
chemotherapy is not yet clinically indicated 

Dendreon UK Ltd. 

Positive opinion 

Atosiban 

Delay of imminent pre-term birth in pregnant Sun Pharmaceutical 

Positive opinion 

SunP 

adult women 

Industries Europe B.V. 


Lonquex r 

Prophylaxis against chemotherapy-induced 
neutropenia 

Teva Pharma B.V. 

Positive opinion 

lmvanex s 

Smallpox 

Bavarian Nordic A/S 

Positive opinion 

Somatropin 

Biopartners* 

Long-term treatment of growth failure in 
children and adolescents due to insufficient 
secretion of endogenous growth hormone, 
and as replacement therapy of endogenous 
growth hormone in adults with growth- 
hormone deficiency (GHD) 

BioPartners GmbH 

Positive opinion 

Pomalidomide Multiple myeloma 
Celgene u 

Celgen Europe Ltd. 

Positive opinion 

Lojuxta v 

Adjunct to a low-fat diet and other lipid- 
lowering medicinal products with or without 
low-density-lipoprotein (LDL) apheresis in 
adult patients with homozygous familial 
hypercholesterolaemia (HoFH) 

Aegerion 

Pharmaceuticals 

Positive opinion 


Note: “positive” or “negative” opinion indicates the Committee for Medicinal Products for Human Use (CHMP) 
adopted a positive or negative opinion in regards of granting the marketing authorization, respectively, awaiting 
a final decision of the European Commission (EC). 

(continued on next page) 
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GENERAL ANNOUNCEMENTS 


• eSubmission Gateway or web client mandatory way to submit MAAs and variation applications in 
the eCTD format through the centralised procedure starting March 1, 201 4. w 


LINKS 

EMA Website - What's New: 

http://www.ema. europa.eu/ema/index.jsp?curl=pages/news_and 

_events/landing/whats_new.jsp&mid=WC0b01ac058004d5c4 

[Link] 

a . http://www.ema. europa.eu/ema/doc_index.jsp?curl=pages/inclu 
des/document/document_detail.jsp?webContentld=WC5001449 
45&murl=menus/document_library/document_library.jsp&mid=0b 
01ac058009a3dc [Link] 

b . http://www.ema. europa.eu/ema/doc_index.jsp?curl=pages/inclu 
des/document/document_detail.jsp?webContentld=WC5001440 
10&murl=menus/document_library/document_library.jsp&mid=0b 
01ac058009a3dc [Link] 

c . http://www.ema.europa.eu/ema/doc_index.jsp?curl=pages/inclu 
des/document/document_detail.jsp?webContentld=WC5001440 
09&murl=menus/document_library/document_library.jsp&mid=0b 
01ac058009a3dc [Link] 

d . http://www.ema. europa.eu/ema/doc_index.jsp?curl=pages/inclu 
des/document/document_detail.jsp?webContentld=WC5001437 
69&murl=menus/document_library/document_library.jsp&mid=0b 
01ac058009a3dc [Link] 

e . http://www.ema.europa.eu/ema/pages/includes/document/open 
_document.jsp?webContentld=WC500003981 [Link] 

f . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002573/smops/Positive/human_smop_0005 

35. jsp&mid=WC0b01 ac058001 dl 27 [Link] 

9 . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002778/smops/Positive/human_smop_0005 
31 .jsp&mid=WC0b01 ac058001 dl 27 [Link] 
h . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/00261 8/smops/Positive/human_smop_0005 

36. jsp&mid=WC0b01 ac058001 dl 27 [Link] 

'. http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines 
/human/medicines/002576/smops/Positive/human_smop_00053 
2.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

j. http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines 
/human/medicines/002465/smops/Positive/human_smop_00052 
9.jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

k . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002201 /smops/Negative/human_smop_000 
490.jsp&mid=WC0b01 ac058001 dl 27 [Link] 


'. http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicines 
/human/medicines/00371 8/smops/Positive/human_smop_00054 
4.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

m . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002604/smops/Positive/human_smop_0005 

37. jsp&mid=WC0b01 ac058001 dl 27 [Link] 

n . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/00251 5/smops/Positive/human_smop_0005 
40.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

°. http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002559/smops/Positive/human_smop_0005 
39.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

p . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/00251 3/smops/Positive/human_smop_0005 

38. jsp&mid=WC0b01 ac058001 dl 27 [Link] 

q . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002329/smops/Positive/human_smop_0005 
24.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

r . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002556/smops/Positive/human_smop_0005 

20. jsp&mid=WC0b01 ac058001 dl 27 [Link] 

s . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002596/smops/Positive/human_smop_0005 

1 8. jsp&mid=WC0b01 ac058001 d 1 27 [Link] 
http://www.ema.europa.eu/ema/index.jsp7curhpages/medicine 

s/human/medicines/0021 96/smops/Positive/human_smop_0005 

21. jsp&mid=WC0b01ac058001d127 [Link] 

u . http://www.ema. europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002682/smops/Positive/human_smop_0005 
1 7.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

v . http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicine 
s/human/medicines/002578/smops/Positive/human_smop_0005 

1 9. jsp&mid=WC0b01 ac058001 d 1 27 [Link] 

w . http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_an 
d_events/news/2013/05/news_detail_001795.jsp&mid=WC0b01 
ac058004d5c1 [Link] 
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AMA-zing Style ike AMA M anual of Style Column 


By Dikran Toroser, PhD, Amgen Inc. 


NUMBERS AND PERCENTAGES 

Numbers are integral in the presentation of 
scientific data and are often quoted as 
percentages. Unfortunately, many authors do 
not question the clinical validity or mathematical 
accuracy of percentages. The AMA manual of 
style has some useful guidance for the use of 
numbers and percentages that may help to 
make your scientific report both mathematically 
accurate as well as clinically valid. 

The use of numbers in text should take into 
account the notion that numbers written as 
numerals may visually emphasize quantity more 
strongly than numbers spelled out as words. 
Hence, numerals are generally preferable in 
technical writing. Whereas in literary writing 
spelled-out numbers may be preferred. The 
guidelines in the AMA manual attempt to reduce 
inconsistencies — however, common sense and 
editorial judgment is always useful when 
incorporating numbers and percentages into 
text. 

Use of numerals. In scientific writing, numerals 
are used to express numbers in most 
circumstances. Exceptions may include: 

- Numbers that begin a sentence, title, subtitle, 
or heading 

- Accepted usage such as numbers used as 
pronouns 

- Other uses of “one” in running text 

- Numbers spelled out in quotes or published 
titles (see spelling out numbers) 

Numbers of 4 or More Digits to Either Side of 
the Decimal Point. Commas are not used in 
large numbers. For numbers of 10000 or 
greater, a half-space or thin space is used to 
separate every 3 digits starting from the right- 
most integer (or, in numbers with decimals, from 
the left of the decimal point). For numbers with 5 

108 POSTSCRIPTS | VOL 3, NO. 16 | AUGUST 2013 


or more digits to the right of the decimal point, a 
half-space is used between every 3 digits 
starting from the right of the decimal point. 

Spelling out numbers. Spell out numbers that 
occur at the beginning of a sentence, title, 
subtitle, or heading. When spelling out, 
hyphenate (eg, twenty-one). When numbers 
greater than 100 are spelled out, do not use 
commas or and (eg, one hundred thirty-two). Try 
to reword sentences so that they do not begin 
with numbers. 

Three hundred twenty-eight men and 126 women 
were included in the study. 

Better. The study population comprised 328 men 
and 126 women. 

Enumerations. Indicate a short series of 
enumerated items by numerals enclosed within 
parentheses in the text. 

The testing format focused on 6 aspects: (1) 
alertness and concentration, (2) language, (3) 
naming, (4) calculations, (5) construction, and (6) 
memory. 

Bullets without enumeration can be used when 
the order is not important. If bulleted items are 
not complete sentences, no end punctuation is 
needed and the use of a capital or lowercase 
letter on the first word of each item is a matter of 
judgment, sometimes determined by length 
(capital letters on longer items, lowercase on 
shorter), with consistency within a single list. 

Abbreviating number. The word number may 
be abbreviated as No. in the body of tables and 
in line art or in the text when used as a specific 
designator. The abbreviation N is used when 
referring to the entire sample; n refers to a 

(continued on next page) 


subsample. 

Decimals. Place a zero before the decimal point 
in numbers less than 1, except when expressing 
the 3 values related to probability: P, a, and p. 
These values cannot equal 1, except when 
rounding. 

(Although other statistical values also may never 
equal 1 , their use is less frequent, and to 
simplify usage, the zero before the decimal point 
is included.) 


For clarity, when a numerator and denominator 
are accompanied by a resulting proportion or 
percentage the proportion or percentage should 
not intervene between the numerator and 
denominator. 

Death occurred in 6 of 200 patients (3%). 

Not: Death occurred in 6 (3%) of 200 patients. 

Further details can be found on page 821-833 
AMA Manual of Style 10th edition. 


P= .16 


1 - p=.80 

But: k = 0.87 

Percentages. The term percent derives from the 
Latin per centum, meaning by the hundred, or in, 
to, or for every hundred. Percentage is a more 
general term for any number or amount that can 
be stated as a percent. Percentile is defined as 
the value on a scale of 100 that indicates the 
percentage of the distribution that is equal to or 
below it. Any discrepancy in the sum of 
percentages (eg, due to rounding, missing 
values, or multiple procedures) should always 
be explained. 

Reporting Proportions and Percentages. 

Whenever possible, proportions and 
percentages should be accompanied by the 
actual numerator ( n ) and the denominator ( d ) 
from which they were derived. The numerator 
and denominator should be expressed as “n of 
of’, not by the virgule construction “n/d”, which 
could imply that the numbers were computed in 
an arithmetic operation. 

Death occurred in 6 of 200 patients. 

Not: Death occurred in 6/200 patients. 
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de-MS-lifying Word 

By Susan Chang, PhD, Susan Chang Consulting 
and Alyssa Wu-Zhang, PhD 

Have you struggled with headers that seem to have a mind of their own? Ever been frustrated by a 
mysterious page break? Rather than poltergeists, section breaks may be your problem. We’re here to help 
you understand and control these commonly misused features of MS Word. 

BREAKING IT DOWN 


Page breaks and section breaks can sometimes produce the same apparent result; however, they function in 
specific ways and are intended for different situations. 


Insert a Page Break when you want to specify that a new page will always start at that location (eg, when you 
want a new chapter to start on a new page no matter where the preceding chapter ended). 

Insert Section Breaks when you need to distinguish different sections of a document that require unique 
formatting features (eg, page orientation, margins, header/footer content and formatting) that may or may not 
require a new page. This month’s column deals specifically with the intricacies of the section break. 

Types of Section Breaks 


Section breaks can be found here: 

MS Word 2007/2010: Page Layout tab — ► Page Setup group — > Breaks — > Section Break. 
Mac Word 2010: Layout tab — >• Page Setup group — > Break, or Insert menu — > Break. 


Most medical writers need to use Next Page and 
Continuous section breaks. There are also section 
breaks for book chapters (Even Page/Odd Page), 
which are not discussed here. 

• Next Page: This type of section break begins a 
new section on the next page, which will be a new, 
blank page with the formatting of the page 
preceding it. If paragraph marks U are on, you will 
see this: 


::::::::::::::::::::::::::::::::::::::::::::: SeCtjOn Break (Nle>t Page) :::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: 

• Continuous: This type of section break begins a 
new section without adding a new page. 

If paragraph marks U are on, you will see this: 

Section Break {Continuous) 


Page Layout 

ID 


Size Columns 
Page Setup 


Breaks T 
Page Breaks 

£age 

► ‘ ’ Mark the point at which one page ends 
1 and the next page begins. 

7N Column 

Indicate that the text following the column 
■IE ^ break will begin in the next column. 


He 


Text Wrapping 

Separate text around objects on web 
pages, such as caption text from body text. 


d 


Section Breaks 






Next Page 

Insert a section break and start the new 
section on the next page. 

Continuous 

Insert a section break and start the new 
section on the same page. 


TIP: If you are using a document template or revising a document, section breaks might already be inserted. 
Go to the last page in the document (CTRL + END [or fn + alt/option + right arrow on the newer Mac 
keyboards]) and double-click in the space for the header. You will see a section number in the dotted line 
below the header. A document with 4 sections would look like this: 


Header -Section 4- 
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When to Use Section Breaks 


The type of section break you choose depends on the purpose of the break. Continuous section breaks are 
limiting because certain major formatting features (eg, page orientation, margins, header/footer content), 
cannot be different within a single page. Choose Next Page if you do need to add a blank page and change a 
major formatting feature. You can use Continuous section breaks if you need to change a major formatting 
feature to a pre-existing page (ie, make it a “unique” page) without affecting the pages before and/or after it. 

In this case, you do not want to add a blank page, so you would add a Continuous break. You can also use 
Continuous breaks to create different formatting sections within a page (eg, the top half of a page has 1 
column of text, while the bottom half has 2 columns of text). 

GIMME A BREAK! 

If you need to change major formatting features for a “unique” page in the middle of a document, it’s important 
to add 2 sections breaks. Otherwise, any major formatting change made to the page of interest will also affect 
the pages that follow. This concept is illustrated below for page orientation, but this applies to header content 
and formatting as well. 


NO SECTION BREAKS: All pages are portrait 
orientation, but page 2 needs to be landscape. 


Section 1 Section 1 Section 1 









Title 





lliflii 



1 


BIIU IB 

2 


3 


ONE SECTION BREAK: If you insert a section 
break at the bottom of page 1 and change 
page 2 to landscape, page 3 will also be 
landscape. This is not the desired outcome for 
page 3. 


ll 

Title 

llOi 



2 

3 


Section 1 . Section 2 Section 2 



Section Landscape 

Break 


TWO SECTION BREAKS: Insert section 
breaks at the bottom of pages 1 and 2, which 
will isolate page 2 as its own section. Be sure 
to add both section breaks first, then change 
page orientation. 



Section 1 


k 


Section 

Break 


Section 2 


Landscape 


▲ 


Section 3 


Section 

Break 


Word woes? Email us at SKC@SusanChangConsulting.com (PC) and AlyssaWPhD@gmail.com (Mac). 
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Safely Sentinels: Pkarmacovigilance Issues anJ News 

By Ellen Klepack, PharmD 

This month’s column will feature FDA’s Advisory Committee meeting on Avandia. 


A joint advisory committee (AC) meeting 
between the Endocrinologic and Metabolic 
Drugs Advisory Committee (EMDAC) and Drug 
Safety and Risk Management Committee 
(DSARM) was convened on June 5-6, 2013 to 
determine if re-adjudicated results from the 
Rosiglitazone Evaluated for Cardiac Outcomes 
and Regulation of Glycaemia in Diabetes 
(RECORD) trial might change the way 
rosiglitazone (Avandia) is currently prescribed. 1 
Re-adjudicated results from RECORD were 
consistent with original results and showed that 
rosiglitazone was not associated with an 
increased risk of death or major cardiovascular 
events. Following this meeting, it was 
recommended by a majority vote that current 
prescribing restrictions on Avandia be eased. 
Thirteen of the 26 member panel voted to 
modify current safety restrictions on Avandia, 7 
voted to remove safety restrictions entirely, 5 
voted to keep current measures in place (no 
changes) and 1 voted to remove the drug from 
the market. The FDA will take the panel’s vote 
into consideration as it makes a final 
determination on how the drug can be used. 

The Rise and Fall of Avandia 

Avandia, an antidiabetic drug developed by 
GlaxoSmithKline (GSK) and member of the 
thiazolidinedione class of drugs, was approved 
in 1999 and achieved blockbuster status with 
$3 billion in sales by 2006. Its blockbuster 
status changed in 2007 when questions were 
raised by researchers about the cardiovascular 
safety of this drug and published in the New 
England Journal of Medicine. 2 Since 2007, 
safety concerns have prompted numerous 
meetings within FDA, including two previous 
joint meetings between EMDAC and DSARM 


in July 2007 and July 2010. 

Following the 2007 AC meeting, FDA added a 
black box warning for heart related risks to Avandia 
based on a meta-analysis of 42 clinical studies 
(mean duration 6 months; 14,237 total patients) 
mostly comparing Avandia to placebo. Results 
showed Avandia to be associated with an increase 
in myocardial ischemic events. Three other longer 
term trials (mean duration 41 months; 14,067 
patients), which included an interim analysis of 
RECORD, compared Avandia to other oral 
antidiabetic agents or placebo. These results did 
not confirm or exclude the risk. The FDA allowed 
Avandia to stay on the market pending additional 
Safety review. 3 

At the 2010 AC meeting, completed results from 
the RECORD trial were reviewed. Results showed 
a non-significant increase in the risk of myocardial 
infarction and a non-significant reduction in risk of 
stroke and all-cause mortality in rosiglitazone 
users but the results were controversial and called 
into question because of the trial design (open 
label, non-inferiority) and accusations of data 
mishandling. The FDA required that GSK 
commission an external organization to re- 
adjudicate results from RECORD. Duke Clinical 
Research Institute (DCRI) was chosen to do the 
re-adjudication. Avandia was allowed to remain on 
the market in the United States under restricted 
access and European regulators withdrew the drug 
from the market. 4 As a result, there are currently 
only 3,000 patients in the United States taking 
Avandia. Additionally, GSK has paid billions of 
dollars to settle lawsuits on allegations that it failed 
to inform authorities in a timely manner of the 
potential risks of Avandia and marketed the drug 
improperly. 
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(continued on next page) 


Future of Avandia 

Even if the FDA does ease restrictions based 
on the June 2013 AC meeting, GSK has stated 
that they have no plans to promote Avandia 
and issued a statement “We appreciate the 
committee’s thorough examination of the 
RECORD results and will continue to work with 
FDA as it considers the recommendation of the 
committee. We continue to believe that 
Avandia is a safe and effective treatment 
option for type 2 diabetes when used for the 
appropriate patient and in accordance with 
labelling.” 5 

It is highly unlikely that Avandia will achieve 
blockbuster status again given years of 
negative publicity and the availability of other 
treatment options for diabetes. However, as 
the incidence of diabetes increases, there are 
advocates that believe physicians should have 
more freedom to use this drug when tailoring 
treatment to individual patients. 


Sources 

1 . June 5-6, 2013: Joint Meeting of the Endocrinologic and 

Metabolic Drugs Advisory Committee and the Drug Safety 
and Risk Management Advisory Committee Meeting 
Announcement. FDA web site. 

http://www.fda.gov/AdvisoryCommittees/Calendar/ucm348 
146.htm. Updated April 16, 2013. Accessed June 15, 2013. 

2. Nissen SE, Wolski K. Effects of Rosiglitazone on the Risk of 
Myocardial Infarction and Death from Cardiovascular 
Causes. NEJM 2007; 356 (24): 2457-2471. 

3. FDA Adds Boxed Warning for Heart-Related Risks to Anti- 
Diabetes Drug Avandia. FDA web site. 
http://www.fda.gov/newsevents/newsroom/pressannounce 
ments/2007/ucml 09026.htm. November 14, 2007. 

Updated April 9, 2013. Accessed June 17, 2013. 

4. FDA significantly restricts access to the diabetes drug 
Avandia. FDA web site. 

http://www.fda.gov/NewsEvents/Newsroom/PressAnnounc 
ements/2010/ucm226975.htm. September 23, 2010. 
Updated April 19, 2013. Accessed June 17, 2013. 

5. GSK statement in response to FDA Advisory Committee’s 
vote on availability of Avandia (rosiglitazone). GSK web 
site, http://us.gsk.com/html/media- 
news/pressreleases/201 3/201 3-pressrelease- 
1354130.htm. Updated June 6, 2013. Accessed June 17, 
2013. 
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Questions & Answers by Lars Kristian Flem (larskflem) via Flickr (CC BY-NC 2.0) 


Career Corner 

Answering Difficult Interview Questions Part 2 

By Irene Yau, PhD. Allergan, Inc. 


Interview Question 1: Why should we hire you? 


It may not come naturally to you, but this question is a chance to “brag” about yourself. Prepare for 
this question ahead of time by understanding the job description and qualifications. Then pick 2-4 
unique qualities that you have that would be good for this specific job. Be sure that you can back 
them up with specific examples from the past that demonstrate your skills and qualities. 

Interview Question 2: Why are you leaving your present job? 

Be brief but be honest about the situation without hurting yourself. Remember that your references 
will likely be checked, so if the reason was a termination, the present company will likely find out. Try 
to stay positive and do not bad mouth anyone. Try to mention what you learned from your last job 
that you can bring to this current one. 


JOB LISTING SYNOPSIS 

Medical Writer or Senior Medical Writer 

San Clemente 

Medical Writer 

CRO Company, home-based 

Associate Director of Communications 

Sanford-Burnham Medical Research Institute 

CMC Technical Writer (1 year assignment) 

ACADIA Pharmaceuticals 

As a reminder, Job Listings are available for current, interested 
members and are available through the following ways: 

Job openings are sent out on a -monthly basis through the jobs 
mailing list 

Job listings will be posted periodically through our Linkedln 
SubGroup, AMWA Pacific Southwest Chapter, so be sure to join 
the group 

Please e-mail employment-coordinator@amwa-pacsw.org if 
you'd like to receive job listings or share any job leads with the 
group and it will be added to the job listings. 
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If you want to understand geology, study earthquakes. If 
you want to understand the economy, study the Depression 



— Ben Bernanke 


And, if you want to learn medical writing, 
buy a ticket to Columbus. 
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EXPANDING OUR HORIZONS 




AMWA's 73rd Annual Conference 


http://www.amwa. org/default.asp?id=575 


Downtown Columbus, Ohio by swolfe via Flickr 




Officers, 1995-1997: 
President 

Ken Faust 

kentaust(g)juno .com 
Past President 
Lanie Adamson 

7234 1.1011 @ CompuServe .com 

Treasurer 

Michele Vivirito 

m : chel e v (aJmail 02 0 . usirvin e . 

allergan.spint.com 

Employment Manager 
Hospitality Manager 
Cris Hamilton 

(tel.) 

Oax) 

crishami1ton@juno.com 
Newsletter Editor 
Loraine Schacher 

(tel.) 

(fax) 


Newsletter of the Pacific Southwest Chapter 
Volume 24, Issue 4 September, 1996 


Dinner Meeting: Thursday, Sept. 26, 1996 

A Dose of Sanity: 

Mind, Medicine, and Misdiagnosis 

Speaker: Sydney Walker III, MD 


This meeting’s program topic is the subject (and title) of Dr. Sydney Walker’s 
recently published book in which he proposes that many diagnoses of mental 
disorders and subsequent treatments with psychotropic drugs and psychotherapy 
are ineffective because a patient’s condition may be symptomatic of a disease, 
trauma, or infection more appropriately treated by a general practitioner or 
internist. The problem, according to Dr. Walker, is the psychiatric community’s 
over-dependence on the book Diagnostic and Statistical Manual of Mental 
Disorders (DSM) which tends to effectively narrow rather than broaden the 
psychiatrist’s scope of diagnostic and therapeutic possibilities. 

Dr. Walker has published two other book s,Help Your Hyperactive Child, and 
Psychiatric Signs and Symptoms Due to Medical Problems He is a board-certified 
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Lanie 



This month's backpage celebrates the contributions of two of our 
senior members, both extremely loved and respected by the peers in J 
the medical writing community. Loraine Schacher who served as 
the editor of this newsletter in the 1990s is retiring this month. 
Lanie Adamson, who is listed as past-president of the Chapter in 
this newsletter issue, was selected for Golden Apple Award by 
her AMWA peers. Lanie's career has evolved over the years 
from medical writing to screen, radio and children's 
books. And, Loraine retired in style by cruising the 
islands in the South Pacific this summer. 

We wish them the best as they 
continue to find new 
passions beyond 
medical writing. 
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Murray and Loraine in 
Raiatea, French Polynesia 


